
510(k) SUMMARY 

CureLight’s ClearLight Phototherapy Device 
(K013623) f j  

Submitter’s Name, Address, Telephone Number, Contact Person 
and Date Prepared 

CureLight Ltd. 
2 Ha’ilan Street 
Northern Industrial Zone, POB 247 
Or Akiva 30600, Israel. 

Phone: +972 (52) 691764 
Facsimile: +972 (4) 8374897 

Contact Person: I l r .  Yoram Harth 

Date Prepared: August 7,2002 

Name of Device and Nanie/Address of Sponsor 

ClearLight Phototherapy Device, Model CL 420 

CureLight Ltd. 
2 Ha’ilan Street 
Northern Industrial Zone, POB 247 
Or Akiva 30600, Israel 

Common or Usual Name 

Light Therapy Device 

Classification Name 

Ultraviolet Dermatological Light 

Predicate Devices 

Avex Industries, Inc.’s Phototherapeutix 
National Biological Corporation’s Derma-Wand 
PhotoMedex, Inc.’s XTrac Excimer Lascr System, Model &4L 7000 
Respironics, Tnc.’s Wallaby 3 Phototherapy Syst,em 



Intended Use / Indications for Use 

The ClearLight Phototherapy System is intended to provide 
phototherapeutic light to the body. The ClearLight is generally 
indicated to treat dermatological conditions. The ClearLight is 
specifically indicated to treat moderate inflammatory acne vulgaris. 

Technological  Charac te r i s t ics  

The ClearLight Therapy System is a high intensity lamp intended for 
the therapy of dermatological disorders such as acne vulgaris by 
emitting visible light in the violet-blue range with fluency of light 
ranging between 50-200 mW/cm2. The system includes a spectral band 
light source with spectral emittance concentrated in the violet/blue 
spectral band and an  optical system for controlling spectra and beam 
parameters of the light source. I t  also includes a mechanical fixture for 
holding the light source a t  an  adjustable distance and direction related 
to the skin treatment area, a n  electronic unit to control the duration, 
and power of the emitted radiation and to capture and store patient 
data via a touch screen (Le., control console), and a camera for 
capturing digital images. 

P e r f o r m a n c e  D a t a  
The preclinical testing includes Electrical Safety and EMC testing, 
including the requirements of IEC 6060 1 - 1 “Medical Electrical 
Equipment Part  1 - General Requirements for Safety” and was tested 
in accordance to Medical Directive 93/42/EEC - EN 55011: 1998 + 
A1(99), Class A and IEC 60601-1-2 “Collateral Standard: Medical 
El’ectrical Equipment Electromagnetic Compatibility - Requirements 
and Tests.” ANSUESNA RP-27 1-96 Recommended Practice for 
Photobiological Safety for Lamps and Lamp Systems - General 
Requirements ANSUESNA RP-27.3-96 Recommended Practice for 
Photobiologcal Safety for Lamps - Risk Group Classification Labeling. 

In vitro testing demonstrated that exposure to high intensity narrow 
band light induced eradication of p .  acnes by endogenic porphyrins. 

Clinical data from the trial of the ClearLight device for the treatment of‘ 
dermatological conditions supports substantial equivalence and demonstrates 
that  the ClearLight device is safe and effective for the treatment of acne 
vulgaris. 



Substantial Equivalence 

CureLight’s ClearLight is substantially equivalent to other legally marketed 
Ultraviolet Dermatological Light devices. The ClearLight has  the same 
intended use and general indications for use, and similar principles of 
operation and technological characteristics as the previously cleared 
predicate Avex Industries Ltd.’s Phototherapeutix devices; National 
Biological Corporation’s Derma-Wand; PhotoMedex, Inc.’s XTrac Excimer 
Laser System, Model AL 7000; and Respironics Inc.’s Wallaby 3 Phototherapy 
System. In addition, the ClearLight’s specific indication for use in subsumed 
within the general indications for use and encompassed by the specific 
indications for use of its predicate devices. 

The ClearLight and its predicate devices are all light device that  a re  
used to treat dermatological conditions by exposing the surface of the 
skin to light at precise wavelengths. Although there a re  differences in 
the technological characteristics of the ClearLight and its predicate 
devices, those differences do not raise new qucstions of safety or 
efficacy. Thus, the ClearLight is substantially equivalent. 
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Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

AUG ‘I 6 2002 
Curelight, LTD 
c/o Jonathan S. Kahan 
Hogan 22 Hartson, L.L.P. 
5 5 5  Thirteenth Street, N.W. 
Washington, D.C. 20004- 1 109 

Re: KO 13623 
p1’rade/De\4cc Name: Clearlight Photothcraphy System: Model CL 420 
Regulation Number: 878.4s 10 
Regulation Name: Laser surgical instrument for use i n  general and plastic surgery and in  

Ikgulatory Class: Class I1 
Product Code: GEX 

Recei\ied: May 23, 2003 

derniatology 

Ilatcd: May 23,2002 

Dear Mr. Kahan: 

\\IC lia\.e rc\,ie\vcd >.our Section 5 1 O(k) prernarket notification of intent to market the cic\rice 
referenced al1ovc and have determined the dcvice is substantially equivaleiit (for the indications 
f 0 1 -  use stated in the enclosure) to legally marketed predicate devices niarkcted i n  interstate 
collirnercc prior to May 28, 1970, the enactment date of the Medical Device Amendments, or to 
dcviccs that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosinetic Act (Act) that do not require approval of a preninrket a p p r ~ \ ~ a l  application (I’MA). 
You may, therefore,’ market the device, subject to the general controls provisions of the Act. Tlic 
</ ecneral controls provisions of the Act include requirements for annual registration, listing of 
dcviccs, good inanufacturing practice, labeling, and prohibitions against misbrandiiig and 
ad i i  1 t era t i o n . 

If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA). i t  
may be sub-jcct to sricli additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, ‘ M e  21, Parts 800 to 89s. I n  addition. FDA may 
publish fiirther announcements concerning your device in  the Federal Register. 

I’ I casc be ad \; i s c d t 1 la t 1.. D A ’ s issuance o f a su b s t an t ial ecl 11 i valence de t ern1 i na t i on docs no I 111 can 
t h a t  FIIA 11as niadc a deter.iiiin:ition that your  device coniplies wit11 other rcqujrciiiciits o f  the Act 
or an)’ I:cderal statutes and regulations adiiiinistercd b\r otlicr Fedci-a1 agencies. You musi 
co~iipl!; \vit l i  al l  the Act’s requirenieiits. iiicluding, but i i o t  limited t o :  registration anci Iistiiig (L I 
(’I. .!< Part 507);  lahclin~: (2  1 (:I.71{ I’art SO 1 j;  good manufacturing practice i-ciluircmct1ts ;is 
sctfcirtli i l l  die qualit\, sl’steiiis ( Q S )  regulntioii (2 1 CFII Pal-t 820); arid ifapplicnblc, ihe 
elccti-onic product radiation control provisions (Scctions 5 3  1-542 of the Act); 2 1 C1:R 1000- 
1050. 



Page 2 ~ Mi-. Jonathan S .  Knlian 

l’his letter will allow you to begin marketing you1 device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
niarketcd predicate darice results in a classification for your device and thus, permits your device to 
proceed to the market. 

I f  you desire specific advice for your dcvice on our labeling regulation (2 1 CFR Part SO 1 and 
additionally 2 1 CFIi Part 809.10 for in vitro diagnostic devices), please contact the Office of 
Compliance at (30 1) 594-4659. Additionally, for questions on the promotion arid advertising of 
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the 
regulation entitled, “h4isbranding by reference to premarket notification” (2 1 CFR Part 807.97). 
Other general information 011 your responsibilities under the Act niay be obtained from the Division 
of Small Manufacturers, Intcriiational and Consumer Assistance at its toll-free iiumbcr (800) 
633-2041 01- (301) 443-6597 or at its Internet address 
I1 t tp : //\vww, fda. y o  v/cd r l /d  snia’d s ~ n a m  :I i 11. h t m I -~ ~~. ~ 

)&;>L& 
e la . itten, I’h.D., M.D. 

1) i I ect o r 
Di\ ision of General, Restorative 

arid Neurological Ileviecs 
Oflice of‘ Device Evaluation 
Center for Devices and Radiological I lealth 

Enclosure 



Indications for Use Form 

510(k) Number (if known): KO13623 

Il e v i c e N a iiie : C 1 e a r L i gh t P 11 o tot h e rap y D ev i c e 

Indications for Use: 

The ClearLight Phototherapy System is intended to provide 
phototherapeutic light to the body. The ClearLight is 
g e ne r a1 1 y i nd ic a t e d to treat der mat o lo g i ca 1 co 11 dit io n s . T h e 
Clear1,ight is specifically indicated to treat  moderate 
i t i  fl a niniat o r y a c 11 e vu 1 gar i s . 

510(k) Number (c 7 c ‘’> 

Prescription US<. J- 
(l’er 21 C.lJ.LL 801.109) 

0 Ji Over-The-Counter Use- 
(0 p tional Fo r mat 1 - 2- ‘36) 


